
 

 

 
If the laboratory suspects the presence of interfering substances (inhibitors), the 
laboratory is responsible for using a control material (in addition to positive and negative 
control materials) capable of detecting interfering substances.  Patient specimens may 
contain substances (inhibitors) that interfere with the enzymatic reaction of a molecular 
amplification procedure.  These interfering substances could affect the assay’s sensitivity 
causing a false negative result.  Interfering substances may include, but are not limited to 
components within the patient specimen or exogenous substances introduced during the 
preanalytic and/or analytic phase of testing. 
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§493.1256 Standard:  Control procedures 
 
(d)(4) For thin layer chromatography-- 
 
(d)(4)(i) Spot each plate or card, as applicable, with a calibrator containing all 
known substances or drug groups, as appropriate, which are identified by thin layer 
chromatography and reported by the laboratory; and 
 
(d)(4)(ii) Include at least one control material on each plate or card, as applicable, 
which must be processed through each step of patient testing, including extraction 
processes. 
 
Interpretive Guidelines §493.1256(d)(4) 
 
For qualitative urine drug screens performed by thin layer chromatography, a negative 
control is not required.  However, a control containing one or more drugs representative 
of each drug group reported (e.g., tricyclic antidepressants, barbiturates) that goes 
through each test phase (including the extraction process) is required. 
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§493.1256 Standard:  Control procedures 
 
(d)(5) For each electrophoretic procedure include, concurrent with patient 
specimens, at least one control material containing the substances being identified or 
measured. 
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§493.1256 Standard:  Control procedures 


